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§766.18

are chosen at the discretion of the ana-
lyst to meet the requirements of the
chemical matrix.

(d) Analysis. The method of choice is
High Resolution Gas Chromatographic/
High Resolution Mass Spectrometric
Determination, (HRGC/HRMS) but al-
ternate methods may be used if the
manufacturer can demonstrate that
the method will reach the target LOQs
as well as HRGC/HRMS. Specific oper-
ating requirements are found in the
Guidelines.

§766.18 Method sensitivity.

The target level of quantitation re-
quired under §766.27 for each HDD/HDF
congener is the level which must be at-
tempted for each resolved HRGC peak
for that congener. For at least one
product sample, at least two analyses
of the same isotopically labeled HDD/
HDF internal -calibration standards
spiked to a final product concentration
equal to the LOQ for that congener
must be reproducibly extracted,
cleaned up, and quantified to within
+20 percent of each other. For each
spiked product sample, the signal to
noise ratio for the calibration standard
peaks after complete extraction and
cleanup must be 10:1 or greater. The re-
covery of the internal calibration
standards in the extracted and cleaned
up product samples must be within 50
to 150 percent of the amount spiked,
and the results must be corrected for
recovery.

Subpart B—Specific Chemical
Testing/Reporting Requirements

§766.20 Who must test.

(a) Any person who manufactures,
imports, or processes a chemical sub-
stance listed in §766.26 must test that
chemical substance and must submit
appropriate information to EPA ac-
cording to the schedules described in
§766.35. Chemical substances manufac-
tured, imported or processed between
January 1, 1984 and the date of promul-
gation of this part are subject to test-
ing upon the effective date of this part.
All other chemical substances are sub-
ject to testing immediately upon man-
ufacture, import or processing. EPA
expects that only manufacturers and
importers will perform testing, and
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that the cost of testing will be passed
on to processors through the pricing
mechanism, thereby enabling them to
share in the cost of testing. However,
processors will be called upon to spon-
sor testing should manufacturers and
importers fail to do so. A processor
may apply for an exemption from test-
ing upon certification to EPA that a
manufacturer or importer is testing
the chemical substance which that per-
son processes.

(b) If no manufacturer or importer
described in §766.20 submits a letter of
intent to perform testing within the
period described under §766.35(a), or an
exemption application under §790.45(a),
or a request for an exclusion or waiver
under §766.32, EPA will issue a notice
in the FEDERAL REGISTER to notify all
processors of that chemical substance.
The notice will state that EPA has not
received any of the documents de-
scribed in the previous sentence, and
that current processors will have 30
days to submit either a letter of intent
to perform the test or submit an ex-
emption application.

(¢) If no manufacturer, importer or
processor submits a letter of intent to
perform testing of a specific chemical
substance produced by a specific proc-
ess, EPA will notify all manufacturers,
importers, and processors, either by
notice in the FEDERAL REGISTER or by
letter, that all exemption applications
will be denied and that within 30 days
all manufacturers, importers, and proc-
essors will be in violation of this part
until a proposed study plan is sub-
mitted for required testing.

(d) Manufacturers, importers, and
processors who are subject to this part
must comply with the test rule devel-
opment and exemption procedures in
part 790 of this chapter, except as
modified in this part.

§76§.25 Chemical substances for test-
ll’lg.

(a) Listing of chemical substances.
Chemical substances required to be
tested for HDDs/HDFs under this rule
are listed in this section. The listing is
by Chemical Abstracts Service (CAS)
Number and common name.

NoOTE: For purposes of guidance only, EPA
lists the chemical substances subject to test-
ing under this part in two classes—those
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